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International Bureau (PCT Rule 17.2(a)). 
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EXAMINER'S AMENDMENT 
1 . An examiner's amendment to the record appears below. Should the changes and/or 
additions be unacceptable to applicant, an amendment may be filed as provided by 37 CFR 
1.312. To ensure consideration of such an amendment, it MUST be submitted no later than the 
payment of the issue fee. 

Authorization for this examiner's amendment was given in a telephone interview with 
Bruce Grant on 10/22/2008. 

The apphcation has been amended as follows: 

In claim 92, line 1 7, delete the recitation of "a" between the words 'and' and 
'complement' and insert instead the term --the--. 

In claim 92, line 33, delete the recitation of "a" between the words 'and' and 
'complement' and insert instead the term -the--. 

In claim 94, line 8, insert the term —of — between the terms 'presence' and 'a'. 

In claim 128, line 17, delete the recitation of "a" between the words 'and' and 
'complement' and insert instead the term --the--. 

In claim 128, line 33, delete the recitation of "a" between the words 'and' and 
'complement' and insert instead the term -the--. 

In claim 128, starting at line 37, delete the recitation of "not administering a breast cancer 
detection procedure to a human subject determined to have a decreased risk of breast cancer 
based on the presence of one or more polymorphic variants of (b)" and insert instead - 
determining that a human subject is at decreased risk of breast cancer based on the presence of 
one or polymorphic variants of (b) and not administering a breast cancer detection procedure--. 
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In claims 95-126, and 132-163, line 2, delete the recitation of "a" between the words 
'and' and 'complement' and insert instead the term -the--. 

In claim 130, line 8, insert the term —of — ^between the terms 'presence' and 'a'. 
2. The following is an examiner's statement of reasons for allowance: the claims are 
directed to: A method for determining whether a human subject is at an increased risk or 
decreased risk of breast cancer, which comprises: (a) detecting in a nucleic acid of the human 
subject the presence of a polymorphic variant selected from the group consisting of a guanine 
corresponding to position 7573 of SEQ ID NO: 2, a guanine corresponding to position 13903 of 
SEQ ID NO: 2, an adenine corresponding to position 23826 of SEQ ID NO: 2, an adenine 
corresponding to position 26057 of SEQ ID NO: 2, a thymine corresponding to position 26361 of 
SEQ ID NO: 2, an adenine corresponding to position 26599 of SEQ ID NO: 2, an adenine 
corresponding to position 26812 of SEQ ID NO: 2, a cytosine corresponding to position 27069 
of SEQ ID NO: 2, an adenine corresponding to position 35127 of SEQ ID NO: 2, a thjonine 
corresponding to position 35222 of SEQ ID NO: 2, a cytosine corresponding to position 36424 
of SEQ ID NO: 2, a cytosine corresponding to position 46176 of SEQ ID NO: 2, a cytosine 
corresponding to position 50452 of SEQ ID NO: 2, a guanine corresponding to position 61093 of 
SEQ ID NO: 2, an adenine corresponding to position 62572 of SEQ ID NO: 2, a guanine 
corresponding to position 70759 of SEQ ID NO: 2, and the complement of the foregoing; or 
(b) detecting in a nucleic acid of the human subject the presence of a polymorphic variant 
selected from the group consisting of an adenine corresponding to position 7573 of SEQ ID NO: 
2, a cytosine corresponding to position 13903 of SEQ ID NO: 2, a thymine corresponding to 
position 23826 of SEQ ID NO: 2, a guanine corresponding to position 26057 of SEQ ID NO: 2, a 
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3. cytosine corresponding to position 26361 of SEQ ID NO: 2, a guanine corresponding to 
position 26599 of SEQ ID NO: 2, a guanine corresponding to position 26812 of SEQ ID NO: 2, a 
thymine corresponding to position 27069 of SEQ ID NO: 2, a guanine corresponding to position 
35127 of SEQ ID NO: 2, a guanine corresponding to position 35222 of SEQ ID NO: 2, a 
thymine corresponding to position 36424 of SEQ ID NO: 2, a guanine corresponding to 
position 46176 of SEQ ID NO: 2, a thymine corresponding to position 50452 of SEQ ID NO: 2, 
a cytosine corresponding to position 61093 of SEQ ID NO: 2, a guanine corresponding to 
position 62572 of SEQ ID NO: 2, an adenine corresponding to position 70759 of SEQ ID NO: 2, 
and the complement of the foregoing; whereby it is determined that the subject is at an increased 
risk of breast cancer based on the presence of one or more of the polymorphic variants of (a), and 
whereby it is determined that the subject is at a decreased risk of breast cancer based on the 
presence of one or more of the polymorphic variations of (b). The claims are also drawn to 
methods for determining whether a breast cancer detection procedure is administered to a human 
subject which comprises (a) detecting in a nucleic acid of the human subject the presence of a 
polymorphic variant selected from the group consisting of a guanine 

corresponding to position 7573 of SEQ ID NO: 2, a guanine corresponding to position 13903 of 
SEQ ID NO: 2, an adenine corresponding to position 23826 of SEQ ID NO: 2, an adenine 
corresponding to position 26057 of SEQ ID NO: 2, a thymine corresponding to position 26361 of 
SEQ ID NO: 2, an adenine corresponding to position 26599 of SEQ ID NO: 2, an adenine 
corresponding to position 26812 of SEQ ID NO: 2, a cytosine corresponding to position 27069 
of SEQ ID NO: 2, an adenine corresponding to position 35127 of SEQ ID NO: 2, a thymine 
corresponding to position 35222 of SEQ ID NO: 2, a cytosine corresponding to position 36424 
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of SEQ ID NO: 2, a cytosine corresponding to position 46176 of SEQ ID NO: 2, a cj^osine 
corresponding to position 50452 of SEQ ID NO: 2, a guanine corresponding to position 61093 of 
SEQ ID NO: 2, an adenine corresponding to position 62572 of SEQ ID NO: 2, a guanine 
corresponding to position 70759 of SEQ ID NO: 2, and the complement of the foregoing; or 
(b) detecting in a nucleic acid of the human subject the presence of a polymorphic variant 
selected from the group consisting of an adenine corresponding to position 7573 of SEQ ID NO: 
2, a cytosine corresponding to position 13903 of SEQ ID NO: 2, a thymine corresponding to 
position 23826 of SEQ ID NO: 2, a guanine corresponding to position 26057 of SEQ ID NO: 2, a 
cytosine corresponding to position 26361 of SEQ ID NO: 2, a guanine corresponding to position 
26599 of SEQ ID NO: 2, a guanine corresponding to position 26812 of SEQ ID NO: 2, a 
thymine corresponding to position 27069 of SEQ ID NO: 2, a guanine corresponding to position 
35127 of SEQ ID NO: 2, a guanine corresponding to position 35222 of SEQ ID NO: 2, a 
thymine corresponding to position 36424 of SEQ ID NO: 2, a guanine corresponding to 
position 46176 of SEQ ID NO: 2, a thymine corresponding to position 50452 of SEQ ID NO: 2, 
a cytosine corresponding to position 61093 of SEQ ID NO: 2, a guanine corresponding to 
position 62572 of SEQ ID NO: 2, an adenine corresponding to position 70759 of SEQ ID NO: 2, 
and the complement of the foregoing; and administering a breast cancer detection procedure to a 
human subject determined to have an increased risk of breast cancer based on the presence of the 
one or more polymorphic variants of (a), or determining that a human subject is at decreased risk 
of breast cancer based on the presence of one or polymorphic variants of (b) and not 
administering a breast cancer detection procedure. 
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The claims are allowable over the prior art because the prior art does not teach or fairly 
suggest an association between the claimed polymorphic variant alleles and increased or 
decreased risk of breast cancer. 

4. Any comments considered necessary by applicant must be submitted no later than the 

payment of the issue fee and, to avoid processing delays, should preferably accompany the issue 
fee. Such submissions should be clearly labeled "Comments on Statement of Reasons for 
Allowance." 

Any inquiry concerning this communication or earlier communications from the 

examiner should be directed to examiner Jehanne Sitton whose telephone number is (571) 272- 
0752. The examiner can normally be reached Monday, Wednesday and Thursday from 9:00 AM 
to 3:00 PM. 

If attempts to reach the examiner by telephone are unsuccessfiil, the examiner's 
supervisor, Ram Shukla, can be reached on (571) 272-0735. The fax phone number for this 
Group is (571)273-8300. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to (571) 272-0547. 

Patent applicants with problems or questions regarding electronic images that can be viewed in the Patent Application Information 
Retrieval system (PAIR) can now contact the USPTO's Patent Electronic Business Center (Patent EBC) for assistance. Representatives are 
available to answer your questions daily from 6 am to midnight (EST). The toll free number is (866) 217-9197. When calling please have your 
application serial or patent number, the type of document you are having an image problem with, the number of pages and the specific nature of 
the problem. The Patent Electronic Business Center will notify applicants of the resolution of the problem within 5-7 business days. Applicants 
can also check PAIR to confirm that the problem has been corrected. The USPTO's Patent Electronic Business Center is a complete service 
center supporting all patent business on the Internet. The USPTO's PAIR system provides Internet-based access to patent application status and 
history information. It also enables applicants to view the scanned images of their own application file folder(s) as well as general patent 
information available to the public. 

For all other customer support, please call the USPTO Call Center (UCC) at 800-786-9199. 

/Jehanne Sitton/ 
Primary Examiner 
Art Unit 1634 



